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DETAILED ACTION 

Status of the Claims and Examination 

Claims 1-4 and 6-21 are pending currently. However, only claims 1, 11, and 14-17 are 
the subject of this Office Action, as claims 2-4, 6-10, 12, 13, and 18-21 are withdrawn from 
consideration, being drawn to a non-elected invention. See 37 C.F.R. 1.142(b). 

A request for continued examination under 37 CFR 1.114, including the fee set forth in 37 
CFR 1.17(e), was filed in this application after final rejection. Since this application is eligible 
for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) has been 
timely paid, the finality of the previous Office action has been withdrawn pursuant to 37 CFR 
1.1 14. Applicants' submission filed on 01 July 2010 has been entered. 

Applicants' argument, filed on 01 July 2010, has been fully considered and it is deemed to be 
persuasive regarding the previous rejection. Rejections and objections not reiterated from 
previous Office Actions are hereby withdrawn. 

Upon reconsideration of the pending claims, as presented, the following new rejections are 
applied. They constitute the complete set of rejections being applied to the instant application 
presently. 

Claim Rejections - 35 U.S.C. §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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Claims 1, 11, and 14-17 are rejected under 35 U.S.C. 103(a) as being obvious over U.S. 
Patent No. 5,877,213 [hereinafter referred to as "Samid"]. 1 

This Office's arguments from its actions of 23 March 2007, 01 October 2007, 08 April 
2008 and 15 April 2009 are incorporated herein by reference in their entirety. 

This Office's previous teachings, as articulated in the office actions of 23 March 2007, 01 
October 2007, 08 April 2008, 09 September 2008, 14 April 2009 and 13 May 2010 are 
incorporated herein by reference. 

Applicant now argues that due to the amendment of claim 1 to incorporate the limitation 
"evaluating the subject for a therapeutic effect of the composition on the skin, mucosa, injured 
normal tissue or epithelium of the subject," the claims are not presently met by the prior art. 

However, in addition to the previously articulated teachings of Samid, Samid also teaches 
that sodium phenylacetate and its salt sodium phenylbutyrate have been found to be excellent 
inhibitors of the growth of specific tumor cells, affecting the proliferation of the malignant cells 
while sparing normal tissues (Col. 4, lines 40-44). Samid further teaches that "glutamine 
depletion alone cannot explain the molecular and phenotypic changes observed in vitro following 
exposure to NaPA. It will be understood, however, that the present invention is not to be limited 
by any theoretical basis for the observed results." (Col. 4, lines 54-60)(emphasis added). In 
short, based on the above, there is an evaluation in Samid of the therapeutic effect of the active 
on the affected area of the subject. Samid also teaches that to "further evaluate the effectiveness 
of NaPA as an inducer of tumor cell differentiation, the ability of NaPA to induce granulocyte 



1 Cited on PTO Form 892 filed on 23 March 2007. 
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differentiation in HL-60 was investigated" . . . and that "[t]he direction of differentiation towards 
granulocytes in cultures treated with NaPA, whether used alone or in combination with RA, was 
confirmed by microscopic evaluation of cells stained with Wright Stain and the lack of 
nonspecific esterase activity" (Col. 10, Example 2, lines 20-65). In the same example, Samid 
teaches the administration of retinoic acid with NaPA (Col. 10, Example 2, lines 20-65). As a 
result of the foregoing, even the evaluation step of the new limitation in claim 1 is met. 

As noted prior, by Applicants' own admission, "the claimed method targets subjects (e.g., 
cancer patients) who suffer from certain side effects" (Page 9 of Applicants' Remarks). Thus, the 
patient population in Samid et al and in the instant case may be construed as one in the same. 
Further, the claims are directed to a "subject in need" and this particular population of need is the 
population of cancer patients. 

In light of the foregoing, it would have been prima facie obvious to one of ordinary skill 
in the art to administer sodium phenylbutyrate in the manner prescribed by Samid, in 
combination with radiotherapy, as a method of treating tissue necrosis. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alicia Hughes whose telephone number is 571-272-6026. The 
examiner can normally be reached from 9:00 AM to 5:00 PM, Monday through Friday. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, can be reached at 571-272-0718. The fax number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR of Public PAIR. Status information for unpublished 

applications is available through Public PAIR only. For information about the PAIR system, see 

http://pair-direct-uspto.gov. Should you have questions on access to the Private PAIR system, 

contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would like 

assistance from a USPTO Customer Service Representative or access to the automated 

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Alicia R. Hughes/ 
Examiner, Art Unit 1614 

/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



